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1. AF2 73 %

O AZ2 nlolF2E Ia, Ib, Ila, IIb F(clade) o2 EFHM Axs,
AP%oﬂ A zolZb ATk 20228 FE] X EC] HHiAoRE v
[Ib& o] SkstaA HAAA | FastRar olo thsll WHO= 2022
785E 203\ 5870 FFHAUIAENPHEIO S Akttt A&l
Fo b¥o] FuRIFF3=olA EAst 20243 FEH, A, =94,
12 5712 GiEglon, ofzg]l o9 =711 24,
d, ¥ ToAAE FAEH AT WHO= 20241 8¢ o]0
T FZRARPIALEE A Ast3dth

NE2~ AW ES vlolej 2 § g BA=TLY] o8] wet Zjolrt
dth 2024 99 31971A] AAA 1237] o)A 109,699 ] AZE A~
27t HAYEA AL, 0% 23678 0] AFEste, dA) XHES 02% T
T A= 20229 4@ 39, FUdd 1%), 20239 15149
Awy 79, THZE 144), 2024F1= 11€ 18Y 7&= & 1799
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2. A8A A A 13T A AARA RS T4

O AZF2 AFgd Fdo usiA =55 SHE oA
H, "= NIAD $¢°= ﬂﬁﬁ“‘lﬁﬁww Cade 13 <} g
lEnlguiee] 9JoF tn] &= F 5o7HeN HYRRE %] B4y
(PALM007 Aol w29 H Zu|gjntEx2 t 2ol Blsl 12; a4
H7PRSAHARS] 2&A7E 922 TAAIZIR] Eici,
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AEE 36%ETH e Ao R dehta, AoER7elA s g AR
X S(high-quality supportive care)te 2% X5 A3} 7/IE <
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ml=oll A Expanded Access IND Z2 138 53 A7) Wl 2 5= 5]
U= FRe] UE2~ 2 oF 710090 BlRRIMES Fo(22529. ~ “23710)%F
A7E st BEATe] AR Qs kg 9 FE4 HolEl=
RIS = gIARE oPhE-2 Bz W9k, S5 oVdHke 2237, AR 40710]
TG om FF oIS TS AAsEelA TAdslith F5 At
(@4 200 cells/mL WIRH7} U= TR BT WPH7ER| Z$kBle] HimH e RES
] Fofghgelle X543t £4] &9hth o2jt S5olu 55 #130] =2
IFT (RGBS B SRE AR Futole]zA] Fokt A AH=5411

AT mUEY D XN 57} BRI 5 UTKIB).
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1. %
1) o

HIV 792, £3] CD4 Al Z57F 200 cells/mm® w]RFe] =}
ZE5E EE 22 QU4 WA, 4Aa), RariEeedes
5 7PhHA WA % (Common Variable Immunodeficiency), &% 23t
HAAH 5 (Severe Combined Immunodeficiency disease), UXA| 5%
(DiGeorge syndrome), H| =S E-2T 8] F 57 (Wiskott-Aldrich syndrome),

BEANEHSHE &5HEF (Ataxia telangiectasia), 71E} WS ZAE /A G247 of)

~
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4. ojd Fulol=AE HEF AU
O &l FAE YA AP SHolA BIEHERIES SFXEAR
FZ3IH(IIIB).
O HFHEREE AHge] E7FsT A9 AREH|OE ARE S JTHIIO).
o, A7t 5 Tﬂﬁovl 2ol A1l SAlollA= oS3t
e aLHste] Fo oRE A58 AAsloF
* B2 E| LSO FEMEIE S8 o) Tts
O HFHZRFE ARgo] E7FsTE A, BAAEER| o] S FHFTHIIB).
* Eh 20244 11 2 71F U 0]=Q MEY
O WAYol HYZ2EAL AHS YFP3= A
FAtA 9 FATE BF o Ebs?E A AEo Al ddtel w2
FoE 1 o JATIC).

O QFpdo] BAYS A5, 71& A FA | Hole EgZFIIE ol
Foste As 18T & ATHIIC).

>

5. AZ 2 vlolgiA 9 HIV A ZHE Al LA
O 2 HIEIZSEHIV 4 o Il A2 B
m Reconstitution Inflammatory Syndrome, IRIS) o] HIF Ao M
S} o ARl MR, AZE 9T AL e WAL
FH EZnto|H 2A] BAE SA AZSTHIIA)SY
O dyH|d< Aejetd, I EZHIolZ A9l &2 XTA Abelol] o=
REAEL Yobd ok aT 2 glo] A0 FalE 4 oo
O Wuulgy/Ahud Tehilo] FAAE ElzvleivkEsh BE Fojah,
Auulgle] Fwb Zadch HEES Bol 20 o)A
gsju)2l/ ke eplo] FAE A etk o] Luinzy
ZEEE T1EpR]o] FARAIE ARSSEAL e A7, AT EHHI™(25mg
19 15) € HIPIEE Fojals 5% 37b Rl
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[ 2%4= iR
o (&Y, NIAD HEA(EEE HAZHYPLE), A7} HlZs2A 2~
o (B87)17) &24Z o]z 2(orthopoxvirus) FH TR E(VP37)o
2h-g3te] nlofe|~] F4 Bl Stk oA
g A EESECE S UNEESS
[J 3= FDA O{JIAFS
o (AP FAntolg 2o ZHH A F AotHF 3kg ol
o (8HED)
BTGP
- A9l & AokAZE 40 ~120kg) : 14L7F 124171} 37 <H(200mg X 3)
- A9l 9 ZokAE 120kg o)D) : 14Y7F 8AIZIEIT} 3744(200mg X 3)
ZoKAZ 13~25kg) : 1493 12A)kutth 174 <(200mg x 1)
- A2OKAHF 25~40kg) : 14¥ZF 12417 mbe} 278 4(200mg X 2)

X SSE-0X|4600 Z22| U 259 X|Eh) AMAL = 3082 O|Wf &

X MaEs M2 = gle 42 U2 JNSdo LHEES 30 mLe AUX|(RR =2 29
FEEZ sHOIELL, RFEE)Y 22510 588 =X = 308 0| W =&

<A

- Al H AokAF 3~35kg) : 14¥ 3t 12A17te} Al 6mg
- A2l & LokAF 35-120kg) : 14¥ZF 12A]7kvlc} 200mg
- A 2 AoKAF 120kg 14 ¢ 1493 12417k 300mg

o (PFAT) £H BAZ Aol TEHIE AT YY)
Psdtx @onE, SRS EEurish A L FRoIA ek
A5 wgoz 57t



- (A7 YA Alelx=E72 Asolol violE 2 AHUA(QAZ2 niol
22 5x107 PFU, IV) & 4, 5, 64AFH HIZVZUIE 14U3F AT
Fol(1imglkg) HEv, wAHE E7|o nloldl X~ AU (7T Hlo]
212~ 1,000 PFU, ID) & 4L 5E 14Y97F AT EJ40mg/ke)

* HolZHA G0 oot PR s RUME 2-3EMEH, RE SS0[A 42W ZH

- (1A FEA 7P FE9 AEE] tixwel vlal FolstAl JiAE
(4, SAARE ARALA 80-100%744 FrolH 0w A, Agolols 6URHE
A 8AHA 50% AAERO §214 98

{EFAPlEx Y 9T 2 =710 BlmRlenkEd] o e WD

'II'I:ietiaattr;:Jennt su(rl\\llgl.alsul:s{\f:;l‘;:?e p-value Sg;::i::?lechaete
Placebo Tecovirimat (95% CI)
Cynomolgus Macaques
Study 1 Day 4 0%(0/7) 80%(4/5) 0.0038 80%(20.8%, 99.5%)
Study 2 Day 4 0%(0/6) 100%(6/6) 0.0002 100%(47.1%, 100%)
Day 4 83%(5/6) 0.0151 83%(7.5%, 99.6%)
Study 3 Day 5 0%(0/3) 83%(5/6) 0.0151 83%(7.5%, 99.6%)
Day 6 50%(3/6) 0.1231 50%(-28.3%, 90.2%)
NZW Rabbits
Study 4 Day 4 0%(0/10) 90%(9/10)  <0.0001 90%(50.3%, 99.8%)
Study 5 Day 4 NA 88%(7/8) NA

o (FD T BAlelA] e i) dgkord, R Aol

- (A7) A7FsE A 3599 o 3 AR £33 o) Nk
T, ", B, TEICH o F FEo| /M &3

22| 600 mg FO(BFF0])

- () A7FeE Al 269 o AAAIRA T I o) kg
4% VP T2 FA 919 5 V], 3L 7= % FeoE Hu

o (FE-E HEFY) A7 FASHA dF=8yEYy v&= S
AHEdEd3)e Vs 5 (ke 89 114) 7sAdo] ler=
Fojele] S

* 1427 1



+91= A [MPOX] %] 244l
o (YE/FHH) AlFoAY dF= gloy sE4AY 2y m=
H, B2 FA40] gller ERoA el nHFHEH
O (&o}) AoloA JAATF= THHA L=
o (MY dnlelg| A SA) AlazrlFdlof| A AM|3ZHH(cytopathic effects) A
- E5(EGy) : 0.009~0.039 uMulelee), Ul B7154, Ao} Blo|22)

] &1AFZ=el 017 S)
o 3 FDA : &A1 18.7.13), FAMA|C 22.5.18)
* MEH 2 CHH|, M2FA = 7HH| % & (strategic national stockpile)2 2 1708 == =&
=

o 9 EMA : A=A 22.1.6), /AU . A=A 21.11.29)



O %8 e
o (AEH, /NEAD EHAN P EY BAANEZH o)), )WY
o FIIR) 2 Hld FEHREIE FARIEA DNA F3EA IAA|

* HEINZZH|O » AE=EH|[0f —» A|EZH|0] 2014H(HH0| 2 Agd)

=

[ %= FDA OIJIALS
o (AP Fvtolef 2ol ZEdHE A H AokHF 3kg o)
o (8HED)
KBTFEBAD> : AT (“8kg 1) : F 23] 200mg(100mg x 1)
ABFE@EAD)
- A% (10kg =%h : = 23] 6mg/kg
- AZF (10~48kg w%h : = 23] 4mg/kg
- A ZF (48kg °14) : T 23] 200mg
o (IEAFH}) &YAR AR AFFA EFHIIE AT AT
7VsekA BB E, FEolAY EeBrke Al 2 FEolA oF
AARE HIR o2 HUISH

- (A7 "yARD wEA= E7 violglx AYA|(E7)FH npolzx
600 PFU, ID) & 3~6AAHE BYAEZFEH](20/5/5mglkg. 48A17}
o, 33, A7) Fo X upg2o vHiold X AYA|(nS2F
Hlo]gl~ 600 PFU, IN ¥ 3~7HUAFE HIUAEZH|o] Fo
(20/5/5mg/kg T 10/5/5mglkg. 48A17tmtth, 33], A

hid
o

|

offl o
1%

F(ENFYE) 48 YdEFs E€R0M 3EMEEH, ZE S=0A 420 T
| |

o
* (ORAFE) RE S20| 42W BHO|2AYT 2oL, JdH d2= S



+qHA [MPOX] A2 ATR
- (1% $EA BRED BB gl thastel sl frofsiAl A
U~5AAHE X8 2 Al 40~66%7HA] FrelFlem TR, mhezollA LA
B XA Al 22% NAE Ao fold fl=

<&7] 4 vhe2 FREox BAA|=xH]ole] ofF &g D

Dose Regiment TR T Survival %(# survived/n) Suryival Rate
(mg/KG) Initiation D o Difference p-value
uation Day Placebo Brincidofvir (95% ClI)
Rabbitpox
Day 4 90%(26/29)  61%(36%, 79%) <0.0001
Study 1 Day 5 29%(8/28)  69%(20/29) = 40%(12%, 63%) 0.0014
Day 6 69%(20/29)  40%(12%, 63%) 0.0014
Mousepox
Day 4 78%(25/32)  66%(44%, 82%) <0.0001
y
Study 2 Day 5 13%(4/32) 66%(21/32) 53%(29%, 72%) <0.0001
Day 6 34%(11/32) 22%(1%, 43%) 0.0233

- g Al Aelz AT e Aol T Bt BN EEHIo 20 T
18] 27 283t 5 39e] T} 25 7 Fk A} 35910] M2S Fog

- e Aol E YPABA P SIABAM ARES F7} verd,
wehd, YFEFRT o I Rl ARSIPel Fbt vepg %

o] o
A

o (H44 gulolzi2 &4) DNA TFa LA
- B5(EGy : 007411 iMrlzles) ol vhers B=71F%, WA} ulel)

1 AP (29l 0171 S)
o 3 FDA : A+ AA 2 dAEAC 21.6.4



%= IR
o (AEH, /LAD A=RI2(HEH Al=xzhlo)), o]t Al(Ideogen) AGHHt
o (FE717) eAaZ ol FEELEIE FARIEA DNA T3kas A

* AEZHO - A[ZZH[O 2Q14HEHIO| 2 AEY)

0 AA BNt RSIHRA0IEME SHOIX)

FHO[H A0 = f7f UL, HfEI% b O A X[ =0 I3H5H

- (X8) 253t 5+ 13] bmgl/kg

- (AR 8) 2F vt} Smg/kg

A=A H43E Qs ZEUA=) =2 o]go] 7Fs3 ZH@EAl &
ToloRIAIE] BA5) IZHUN= HTRole) $H Foje] A & B A5k
THTH TE A=A o Js] 5 ol 3]

o (FAA) FFFII wet AxAe] YERGER A #a Fol
271 9 AA=Ao 3t FUEYH Q9

0 EIAFS (=29l 0101 S)
o 3 FDA : 723%™ VISTIDE, A3 E=EAH 96.6.26, AA) o] =th)

O 9 : A 2(FEHY A =8~ Ideogen AGH) 5
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0 %98 M
o (A&, /NEAD CNJ-016(# A Yo} W=z &), Cangenejit
o (BL&7|A) =2l HExo] 3By A

[] 2= FDA OIJIAK
o (PJAA) F=AwMaAlo g o3l B2’ bl A X &

* eczema vaccinatum, progressive vaccinia, severe generalized vaccinia, -1 2| SA[L|Ot=
Olsh m|EHH gl J|E} O|AMEHH

o (8HE&ED
- Z4wd 24 6,000 Ukg A9 Sol
- Z7)o) k38R ekE A9, AL8EH9,000 Ukg) Fol 17

] &AFZ (292 6171 S)
o 2 FDA : CNJ-016, Cangenejit(’ 05.2)
o 7y} . CNJ-016, Cangenejit(’ 08.4)
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o (FEH, /WEAD Viroptic, go]A}t

o (F&717) sEdH 2 dHiolg o 9% 7—?‘1}%‘8 A 53t7] 93
gulolel Aol thymidine FAAIEA SAElold o] B o4

O X & 8HHET SH171A A1)

o (thAAH WMAIYo} vlo]g 2 WA Fof & QT AW F A S

o (BHEH) Al heH Fol A 2572 2ARMITAY Ao 99-2)
g o]% 277k 1Y 43]

o (FEAYE &%) WA Yo} nlojg 2 Zutslo] A= E7] S6mte o
FolA 35 A R Al vlold 2~ A EC] FHAE

o (FAA) T4 AR %ﬂr%% Hl}%@ﬂ ZMZ}, rtE e T AE

] 1A
o 2 FDA : Viroptic, &-o]AHit(’ 80.4)
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1. Mpox Multi-country external situation report no.41, published 26
October 2024 (WHO)

2. https://www.niaid.nih.gov/news-events/antiviral-tecovirimat-safe-did-no
t-improve-clade-i-mpox-resolution-democratic-republic.

3. Tecovirimat Use under Expanded Access to Treat Mpox in the United
States, 2022-2023. NEJM Evid 2024; 3(10), Published September 13,
2024

4. United States Centers for Diseae Control and Prevention. Clinical Treatment
of Mpox. https://www.cde.gov/mpox/hep/dlinical-care/indexhtml  (Updated
Septermber 13, 2024)

5. Clinical management and infection prevention and control for

monkeypox interim rapid response guidance 10 June 2022(WHO)

6. Interim Clinical Treatment Considerations for Severe
Manifestations of Mpox — United States, February 2023
(MMWR, March 3, 2023)

/. Clinical Considerations for Mpox in Immunocompromised People.
https://www.cdc.gov/mpox/hcp/clinical-care/immunocompromised-p
eople.html (Updated September 13, 2024)

8. Mpox and HIV. https://www.cdc.gov/mpox/about/mpox-and-hiv.html

9. Guidelines for the Prevention and Treatment of Opportunistic
Infections in Adults and Adolescents With HIV.
https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-adul
t-and-adolescent-opportunistic-infections/mpox

10. Wong, Marcia et al. ART initiation for people living with HIV with

severe mpox. The Lancet, Volume 402, Issue 10414, 1750


https://www.niaid.nih.gov/news-events/antiviral-tecovirimat-safe-did-not-improve-clade-i-mpox-resolution-democratic-republic
https://www.niaid.nih.gov/news-events/antiviral-tecovirimat-safe-did-not-improve-clade-i-mpox-resolution-democratic-republic

11.
12.

13.

14.

15.

16.

17.

18.

19.

https://www.hiv-druginteractions.org/checker

Clinical Considerations for Pain Management.
https://www.cdc.gov/mpox/hcp/clinical-care/pain-managem
ent.html (Updated September 13, 2024)

Interim Clinical Considerations for Management of Ocular Mpox.
https://www.cdc.gov/mpox/hcp/clinical-care/ocular-infection. html
(Updated September 13, 2024)

Huggins J, Goff A, Hensley L, et al. Nonhuman primates are
protected from smallpoxvirus or monkeypox  virus
challenges by the antiviral drug ST-246. Antimicrob
AgentsChemother 2009 53:2620.

FDA approves the first drug with an indication for treatment of
smallpox.https://www.fda.gov/NewsEvents/Newsroom/
PressAnnouncements/ucm613496.htm(Accessedon July 18, 2018).

Grosenbach DW, Honeychurch K, Rose EA, et al. Oral

Tecovirimat for the Treatment ofSmallpox. N Engl ] Med
2018: 379:44.

US Food and Drug Administration: FDA approves drug to treat smallpox.
https://www.fda.gov/drugs/drug-safety-and-

availability/fda-approves-drug-treat-smallpox (Accessed on July 07, 2021).
Hutson CL, Kondas AV, Mauldin MR, et al. Pharmacokinetics

and Efficacy of a Potential Smallpox Therapeutic, Brincidofovir,
in a Lethal Monkeypox Virus Animal Model.mSphere 2021: 6.

Rice AD, Adams MM, Wallace G, et al. Efficacy of CMX001
as a post exposure antiviralin New Zealand White rabbits
infected with rabbitpox virus, a model for orthopoxvirus
infections of humans. Viruses 2011; 3:47.


https://www.fda.gov/NewsEvents/Newsroom/
https://www.fda.gov/drugs/drug-safety-and

20.

21.

22.

23.

24.

A=A [MPOX] R &2A]A
Parker S, Chen NG, Foster S, et al. Evaluation of disease

and viral biomarkers astriggers for therapeutic intervention

In respiratory mousepox - an animal model of smallpox.
Antiviral Res 2012; 94:44.

Adler H, Gould S, Hine P, et al.. Clinical features and
management of human monkeypox:. Lancet Infect Dis 2022.
10.1016/S1473-3099(22)00228-6 (Accessed on May 27, 2022).

Baker RO, Bray M, Huggins JW. Potential antiviral
therapeutics for smallpox,monkeypox and other
orthopoxvirus infections. Antiviral Res 2003: 57:13.

Smee DF. Progress in the discovery of compounds
inhibiting orthopoxviruses inanimal models. Antivir Chem
Chemother 2008; 19:115.

Stittelaar KJ, Neyts J, Naesens L, et al. Antiviral treatment
i1s more effective thansmallpox vaccination upon lethal

monkeypox virus infection. Nature 2006; 439:745.



20244 12

ol
=

Z|

m S ol



